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/HVVRQV�/HDUQHG
WR�6SHHG�3URFHVVLQJ

• 27 e-subs of
CRTs/CRFs to
replace paper

• Over 4.3 million pages
• 10,000 Volumes

• 1,000 boxes of paper
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1'$�&RSLHV

*XLGDQFH���3DJH��

,��,1752'8&7,21

Traditionally, the FDA has required that regulatory submissions,  such as
investigational new drug (IND) applications and new drug applications
(NDAs), be submitted as paper documents.  Regulations in 21 CFR Part
314 provide the requirements and procedures for submitting
applications to the Center for Drug Evaluation and Research (CDER)
to obtain approval for the marketing of new drugs. Among other things,
the regulations require the submission of three copies of an application

for marketing approval: (1) a complete archival
copy, (2) a review copy, and (3) a field copy (21 CFR
314.50(k)).
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����(OHFWURQLF�$UFKLYDO�)LOHV
'HVLJQHG�WR�5HSODFH�SDSHU

6XEPLW�ZLWK�$UFKLYDO�&RS\

���5HYLHZ�$LGV

'HVLJQHG�WR�$VVLVW�5HYLHZ

6XEPLW�ZLWK�5HYLHZ�&RSLHV

7ZR�(OHFWURQLF
6XEPLVVLRQ�7\SHV
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$PHQGPHQWV�DQG
6XSSOHPHQWV

����$OO�PDWHULDOV�VXEPLWWHG
DIWHU�LQLWLDO�VXEPLVVLRQ�DUH
DPHQGPHQWV�RU�VXSSOHPHQWV

����(DFK�RULJLQDO��DPHQGPHQW
RU�VXSSOHPHQW��LV�VHOI�
FRQWDLQHG�Z��LW·V�RZQ�7DEOH
RI�&RQWHQWV
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3UHSDUDWLRQ�IRU�WKH
&'(5�1HWZRUN

����)ROORZ�WKH�*XLGDQFH
GLUHFWRU\�VWUXFWXUH

����3UHSDUH

7DEOH�RI�&RQWHQWV

�DV�GHVFULEHG
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7KH�7UDQVSRUW�0HGLD

6XEPLWWHG�GLVNV�DQG
&'�520V�DUH�WKH
WUDQVSRUW�PHGLD�

0XOWLSOH�GLVNV�ZLOO�EH
ORDGHG�LQWR�RQH�QHWZRUN
VKDUH

7KH�HQWLUH�HOHFWURQLF
VXEPLVVLRQ�ZLOO�EH
DUFKLYHG�RQWR���'/7�WDSH
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3UHSDULQJ�$UFKLYH�)LOHV

�3K\VLFDO�3UHSDUDWLRQ
² 3ODFH�(�PHGLD�LQ�WKHLU
RZQ�VWDQGDUG�EOXH�ELQGHU

² /DEHO�%LQGHU�	�'LVNV

² ,QFOXGH�FRYHU�OHWWHU

²+HOSIXO��GHVFULSWLYH�LQIR
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3UHSDULQJ
5HYLHZ�$LGV

• Place review aids with desktop
copies

• Place in Separate Appropriate
Colored Binders

• Label Binders & Disks
• Include Technical Description

& Documentation
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6KLSSLQJ�)LOHV
,QLWLDO�$SSOLFDWLRQ

The entire Initial submission
should be shipped to the CDER
Central Document Room (CDR)
including all paper & both
electronic-media Archival files
and review aids.

The CDR is prepared to accept,
process & distribute all electronic
media.
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6KLSSLQJ�)LOHV
,QLWLDO�$SSOLFDWLRQ

6HQG�WR�
)'$�&HQWHU�IRU�'UXJ�(YDOXDWLRQ
DQG�5HVHDUFK�

&HQWUDO�'RFXPHQW�5RRP

������:LONLQV�$YH�

5RFNYLOOH��0G������������
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$PHQGPHQWV�	
6XSSOHPHQWV

$OO�6XEVHTXHQW�6XEPLVVLRQV�

• Paper & review aids
  Ship to: Division Document Room

In all cases:
• Electronic Archive Files

  Ship to:  Central Document Room
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6L]H�	�0HGLD

*XLGDQFH���3DJH��

:KHQHYHU�SRVVLEOH��DSSOLFDQWV�VKRXOG�FKRRVH�PHGLD
FDSDEOH�RI�KROGLQJ�WKH�VXEPLVVLRQ�RQ�WKH

����IHZHVW�QXPEHU�RI�XQLWV�

6L]H � 5HFRPPHQGHG�0HGLD 5HFRPPHQGHG�0D[��8QLWV

! /HVV�WKDQ���0%� ����LQFK��'26�)RUPDWWHG ���������������������

�)ORSS\�'LVNV� ����������������'LVNV

! /HVV�WKDQ�����*% ,62����� ����������������������&'6

! *UHDWHU�WKDQ�����*% 'LJLWDO�(TXLSPHQW�&RUS�� ������������������RU�0RUH�7DSHV

'/7�������DQG�������*%

IRUPDW��H[DE\WH��PP�IRUPDW�

XVLQJ�23(1906�ZLWK�906

EDFNXS�RU�17�VHUYHU�����ZLWK

17�EDFNXS�RU�EDFNXS�H[HF�
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&RPSOHWLQJ�WKH����K
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&RPSOHWLQJ�WKH����K
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&RYHU�/HWWHU��
%RWK�3DSHU�	�(OHFWURQLF

*XLGDQFH���3DJH��

���$�3')�ILOH�RI�WKH�FRYHU�OHWWHU�QDPHG�FRYHU�SGI�
ZKLFK�VKRXOG�LQFOXGH�

•  $SSURSULDWH�UHJXODWRU\�LQIRUPDWLRQ�

•  $�GHVFULSWLRQ�RI�WKH�VXEPLVVLRQ�

•  $�GHVFULSWLRQ�RI�ZKLFK�SRUWLRQV�RI�WKH
VXEPLVVLRQ�DUH�SUHVHQWHG�RQO\�LQ�SDSHU��RQO\
LQ�HOHFWURQLF�IRUPDW��RU�LQ�ERWK�SDSHU�DQG
HOHFWURQLF�IRUPDW�

•  $�GHVFULSWLRQ�RI�WKH�HOHFWURQLF�VXEPLVVLRQ
LQFOXGLQJ�WKH�FRQWHQWV�RI�WKH�PHGLD��WKHLU
QXPEHU�DQG�IRUPDW��D�GHVFULSWLRQ�RI�WKH�ILOH
W\SHV��DQG�WKH�WRWDO�VL]H�RI�WKH�VXEPLVVLRQ��H�J��
PHJDE\WHV��JLJDE\WHV��

•  9HULILFDWLRQ�WKDW�WKH�VXEPLVVLRQ�LV�YLUXV�IUHH�ZLWK�D�GHVFULSWLRQ�RI�WKH
VRIWZDUH�XVHG�WR�FKHFN�WKH�ILOHV�IRU�YLUXVHV�

•  $�GHVFULSWLRQ�RI�DQ\�GHYLDWLRQ�IURP�WKH�VSHFLILFDWLRQV�LQ�WKLV�JXLGDQFH
GRFXPHQW�
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&RYHU�/HWWHU�([DPSOH
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6XEVHFWLRQ����

�������������1'$�7DEOH�RI�&RQWHQWV
�������������3DSHU�DQG�(OHFWURQLF

� 6XEVHFWLRQ������,QGH[��1'$�7DEOH�RI�&RQWHQWV�

This is one of a series of subsections being developed to facilitate the electronic
submission of an NDA to CDER. Subsections are published independently as they
are completed, but are intended for use with the other subsections in the series.

���5HJXODWRU\�UHIHUHQFH

Section 314.50(b) states that the archival copy of an
NDA, whether in paper or electronic format, is
required to contain a comprehensive index to the
summary, technical sections and supporting
information contained in the submission. This
index is commonly referred to as the 1'$�Table
of Contents.

2. Organization of files

The comprehensive index should be provided as a
single PDF file named QGDWRF�SGI.



Greg Warzala
Division of Data Management and Services 19

1'$72&

����������7DEOH�RI�FRQWHQWV

The NDA table of contents should be provided in the form of a PDF

file and list all sections of the NDA. If a section is
included as paper, the volumes and page
numbers should be listed for that section. If
the section is included in the electronic
submission, the location of files should be
listed by directory. For example, case report forms
(CRFs) are in the CRF directory. In the same way that page
numbers provide a user with a roadmap to a document, a
hypertext link should be provided from the NDA table of contents
to the corresponding table of contents for each subsection.
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&XUUHQW�*XLGDQFH�
2WKHU�6XEVHFWLRQV

� 6XEVHFWLRQV����DQG���
VKRXOG�EH�VXEPLWWHG�WR�WKH
('5�IRU�$UFKLYLQJ

� 1R�2WKHU�6XEVHFWLRQV
VKRXOG�EH�LQFOXGHG�LQ�WKH
HOHFWURQLF�PHGLD�$UFKLYDO
FRS\�DW�WKLV�WLPH
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6XEPLWWLQJ�$UFKLYH�)LOHV
7KH�('5�6WDII�:LOO������

�3UREOHP�5HVROXWLRQ��
7KH�('5�6WDII�ZLOO
² &RPSOHWH�ORJV�	�WHFKQLFDO�GDWD

² 3URYLGH�UHFRPPHQGDWLRQV

7KH�3URMHFW�0DQDJHU�ZLOO
FRQWDFW�VSRQVRUV
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6KLSSLQJ�)LOHV
,QLWLDO�$SSOLFDWLRQ

6HQG�WR�
)'$�&HQWHU�IRU�'UXJ�(YDOXDWLRQ
DQG�5HVHDUFK�

&HQWUDO�'RFXPHQW�5RRP

������:LONLQV�$YH�

5RFNYLOOH��0G������������
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$PHQGPHQWV�	
6XSSOHPHQWV

• Paper & review aids
Ship to:

Division Document Room

• Electronic Archive Files

Ship to:

Central Document Room


